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1. Please comment on the mortality data from Spiriva HandiHaler trial 205.235 
(UPLIFT).  
 
2. Please comment on the mortality data from the Spiriva Respimat Phase 3 trials 
(205.244, 205.245, and 205.372).  
 
3. Do the data from trials 205.235 (UPLIFT) and 205.266 (VA study) provide substantial 
and convincing evidence to support the claim that Spiriva HandiHaler reduces COPD 
exacerbations? (voting question)  
 
4. Do the data from trial 205.235 (UPLIFT) adequately address the potential safety signal 
of stroke events? (voting question)  
 If not, what additional data are needed?  
  
5. Do the data from trial 205.235 (UPLIFT) adequately address the potential safety signal 
of adverse cardiovascular outcomes? (voting question)  
 If not, what additional data are needed?  
 


